
~A Producers of Quality
Nonprescription Medicines and

‘n Dietary Supplements for Self-Care

CONSUMERHEALTHCAREFRQPUGT$,ASSOCIATIONi,: ,“; d .4

Formerly Nonprescription Drug Manufacturers Association

May 6, 1999

Debra L. Bowen, M.D.
Deputy Director, Office of Drug Evaluation V
Acting Director, Division of OTC Drug Products
Division of OTC Drugs Products (HFD-560)
Food and Drug Administration
5600 Fishers Lane
Rockville, MD 20857

RE: Docket No.: 98N-0337: Request for a Feedback Letter
Concerning the Use of Columns for and within the Drug
Facts Box

Dear Dr. Bowen:

Thank you for providing us with a briefing on the new OTC label content and format
FinaI Rule at the April 23,1999 Feedback Meeting. As an organization that has followed
this matter for many years, we focused our comments on sharing our concerns with the
Final Rule in terms of the potential large number of exemptions that might be submitted
were there to be no further consideration of possible category exemptions or possible
fiu-ther step-wise modifications of the Modified Format.

Based on the feedback we received during the meeting, we sense that your team is willing
to have further dialogue on this matter. Because the Final Rule has a number of features
that were not in the Proposed Rule, it is necess~ that we test drive all aspects of the
Final Rule to ensure that any further information and data submitted to the agency is an
accurate representation of the practical application of the Final Rule to date. We plan a
detailed submission that will explain a suggested approach to addressing the problems
we’ve encountered with the Final Rule and our reasons for that suggested approach. To
do this effectively, we need immediate feedback from the agency on the matter of column
format.

Specifically, we believe that the spirit and intent of the Fina?~ule can be met with the use
of a column format under the Warnings heading or the use of the column format for the
entire Drug Facts labeling section
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Enclosed are the following mock-up labels that demonstrate our point.

A Sudafed 24’s carton for a blister pack: Use of columns for sections following
Uses;

B Sudafed 24’s carton for a blister pack: Use of columns in the Warning section;
c NyQuil Liquicaps Multi-symptom Colci/Flu Relied: Use of columns for Drug

Facts information;
D Preparation H Cream 9 OZ: No co]Lmms with overflow text;
E Preparation H Cream 9 OZ: Use of columns for the Drug Facts Box, in order to

avoid excessively long printed lines, which would diminish label readability.
Columns allow all the information to fit with no overflow.

The use of columns is a significant space saver. lJse of columns definitely allows the
Standard Format and the Modified Format to bc used for more SKU’S, thereby helping to
limit the number of potential exemptions. WhiIe we show examples of the two-column
format, we understand that certain labels in long rectangular boxes can appropriately
accommodate three columns without unreasonable compression of the printed material.
We note that the Supplement Facts label allows the use of columns.

ACTION REQUESTED: It is vital that we have a very quick turnaround on this issue,
as the compliance clock is running and companies have to make formatting decisions in
preparing our response to you. Please call me at your earliest convenience to provide us
with your direction in this area. A follow-up feedback letter affirming the ability to use
columns for and within the Drug Facts Box is our objective on this aspect of the Final
Rule,

Thank yOU.

I look forward to your early response.

R. William Soiler, Ph.D.
Senior Vice President and
Director of Science& Technology

cc: Dockets Management Branch Docket No. 98N-0337
Cazemiro R. Martin
CHPA Label Coordinators
Thomas Donegan, Esq., CTFA

Enclosures: As stated
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Sudafed C&A (4-6-99)

Version-6 CONDENSED font

2 columns-back panel only
More Bullets on a line,
2 em spacing between.

Drug Facts-7.1 pt Helv Bold Italic

Headings- 7 pt Helv Bold Italic

Sub heads- 6 pt Helv Bold

Text-6 pt Helv Regular, 1/2 PI leading

2.5 pt outline box

2.5 pt barline

0.5 pt hairline
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DrugFacts

Active ingredient (in each tablet) Purpose
Pseudoephedrme HC160mg . . . . . . . ... . .. . .. . Nasal oecongeslant
ChlorpnemramuI emaleate4mg .. . . .... .. .. . ...... . ... ....... .. .. . ..... .. .. .. .. ..... . .. ... ....... .. .. .. .. .. ... . .... ..Antth!stamlne

L/ses lemporanly feheves these symptoms due to the common cold o! hay fever (allergy rhu(bs)
■runny nose msneezlng ●itchy watery eyes gdchythroal m nasal congestion

Warnings
Donotusu If youarenowtakmga prescription

Stop use and ask a eactur if

monoam!ne Oxldase mhtltcn IMAOI) (cerfam
■ you gel nervous, 012ey, or sleepless

drugs !01 depression psychtalrlc or emollonal
■ symptoms do nOt get bener wflhin 7 days or
Gccur wth a Iew?r

conomons, or Parkinson’s disease), or ior 2
WWG after stopping the MAOI Orug H you do Ii pregnant or breast-leedlng, ask a heaRh

not know II your pre?,crlphon drug comams an pro feworral before use

MAOI, aska oocforor pharmacnt before faking Keep OU! of reach of children. In case of

fires product overdose, get medcalhelp or cent.ac! a Potson
Control Center rlG9f away

Ask a doctor betora USE if vou havs
■ hearl msease ● high blood pressure Directions
■!hyrolamsease md!abetes ■glaucoma m lake every 4 to 6 hours
■ trouble ur+nafmg due to an enlarged prostate ■ do not take mote than 4 doses In 24 hours

gland ■abredlhlng problem such as aduiis and children
emphysema or chrome bronchitis !2 years and ov?r 1 tablet

M a docfm m pharmacist beforu USSI It vou are chldren 6 years
taking tranqwlizefs or sedatiwes to under 12 years 1/2 tablet

When usinn this producl children under 6 yean ask a doctor
■ do not use mora than directed
■ you may get drowsy ■ avo)d alcohol!c * kf@bta Candellrla wax Cros@@ow,
dr!nkS 9 exc4abIhty may occur, especlaity t@ommpyi methYksWose. &33se mOnOtr@rate
m Cmlcken ■ alcohol, Sedallvts and magnewum stearate, mamwystalhne cellulose
hanqumzem may increase drowsiness wlOmwI 407, potyefhywne g$col, p@fhyk3ne
■ be careful when drrwng a motor vehtcle or oxtie. pfegelatind corn starch, Sllcon dboxsle,
OpefatlnQ machmery sW!rm kwyi Mate, steam acal ati fitaruum dmxde
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Sudafed C&A (4-6-99)

Version-7 CONDENSED font

2 columns with
Actives, Uses, Directions& Inactives
copy across the panel

2 em spacing between.

Drug Facts- 7.1 pt Helv Bold Italic

Headings- 7 pt Helv Bold Italic

Sub heads- 6 pt Helv Bold

Text-6 pt Helv Regular, t/2 pt leading

2.5 pt outline box

2.5 pi barline

0.5 pt hairline
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\Drug Facfs \

Active ingredient (in each tablet)
.—

Purpose
Pseuaoecnearme HCIEQmg . t4aWdecOrI(lL?StarI
ChlOrphenlnMbfleM21tatt4mD

“’” ‘n f’h’s’am’n’ - c—.—. — .—— -—. - -.—— —.—. — -.—. — —_. — —.—— —___

Orvg fads fcontmued)

Uses Iemporar!y renews Ihese symptoms due to the common cold or hay lever (allergv rhlnms)
m runnynose msnee21ng ■!tchy Walery eyes ●lrchythroa! ■ nasal congestion

Warnings
Oono! use lfyouarenowtakmg a prescnphon
monoamine IJxldase mhlbrtor (MAOIJ [Cettam
drugs Ior Oep(esslon, psychiatric or emOllOnal
cond(tlons. or Parklnsons disease), or for 2
weeks after slopplng the MAOI drug Ii you do
nol know II your prescrlpnon mug cOflta!nS an
MAO ask a doctor or Ohalmac]st betolelaklng
Ih!s product

Ask a doctor before use If you have
■ neafl d!sease ■ h~h blood pressure
mtnyrolddlsease ■ Ola&les ■glaucoma
■ trouble urinating due to an enlarged prostate
gland ma bra!h!ng orobkmsuchas
empnysema 01 cnronc Lwonchll!s

Ask a doctor of pharmacist b?.fure use II you are
!akmg tranquduers or SedatlWS

When u$in~ this product
■ do not use more than direcled
= you may get drowsy ■ avo!d alcohollc ctnnic.
m excflabmty may occur. espeoalhj
In chddren ■ ?Icohol, Sedallves and
Iranquduers may increase Qrowsmess
■ be Cafelul when dnvmg a mmor vehicle o!
operahng machmev

Stop use and ask a doctor II
■ you get nervous, dizzy or sleepless
■symploms donotgel betferwlhln 7dayS0[
occur wrfh a Ievw

1! pregnant or braast-hedlng, ask a neanh
professional before use
KeeD out 01 reach of childran. In case of
oveidose. get medical help or con!act a Poison
Control Center r!ght away

Directions
a take every 4 to 5 hours
900 nOt lake more than 4 OOSeS m 24 hours

II
adunS and ch!kIren 12 years and over 1 lablel

chddftn 6yearstounde! 12 years 1/2 tablet

children under 6 years ask a doctor

I
hradv4 Ingradknfa Candefilta was. crospotione hydroxypropfl mewrylcellulose tactow monohydrate,

I magnewm scemaIe, mkmcry%talline c#lulose wlo?amer 407. potyefhykne oWOI, Pd@’rfkne oxti.

I pmgeuonm corn starch, sIIcon dloxkte, Scdwm W@ sulfate, stearc acti, ard ttamum ds?xtie
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Drug Facfa . ciwghaswiakdwhwndhg

A&e ingredients(persar?gd
k

Purpnse
. dmkutty h urhatkm dim to ml=germnt d the pOdak glmd

k.etamhmphen250 mg n fdiewrl%er radwm M a d~m w @~~d$k b~m@ ~ H YW He
Omhc.nelhwphan HSf 10 w ~h w~~t . taklcq wdalkea w lranqullm! $

Oc@amlm !wchmte 6.25 mg AMhls4amim ~~w~w~
PwMcephedrkm HCI 30 mg

. h nti use mcm Ihm dneded
~ de~~*l . e~cka!wy mrq cccur,rqwialv inclitiren

USf?S Tempwadiyfelkvas cmnmm cddMu sympbm’ . makd drcwdoe$smy occur . wOti #CdlOk dmb

. mlnm ties . palm . bemaciw . muscotw* s ba mreiul wten dfMng a mdw vehbb w opwatiw mmhl~

. Wr . my nme and smezing . mml c.mptkm , do M u% Wlh dher PIMWb CMbfnlW -~hwhen

. roughdw tomkw thrmt andbmmhhl Imrntakm . elctid, md~, md Iranquilzemmay tmcraasedrcavainm$

Warnings S@ w andaak a dockf II . w WI nemu~ dizzym’steed.%

Akohol wamimw H vw cmsm 3 u mm alcd@c ckhks . vcmmed to usemme Ihan 7 dw Bn?w svmdmns ml

every dsy, ask )lnu M Weili-9 Ytll dlOld t?kl . rdness w wwilhg Is pmsenl

acelmkwphm w oS!ef pah MmMev?r mticm I few getsmm M lads mwe Ihm 3 daya

Awl@@en m cm.! t% dnnrdk. . C@ iad$ w lhen7 days,mm bmk or occursdth kvm rash
%0 ltuoat warning: Severe or perdsknl We hat m sore or headwhelhd kmta.Th%a ❑uk!be Ik dgm C4a aartw CwdSbn

Lkwd mco~mkd by high tw, hmdadw, nmma, md il pwgwnt w breaak-kem, ask a kaailhProkmional bekm w?.
wdthg may M $wIaus. M a doda d@t W. Oa M use
mm hal 2 days m mktinbter tochMrm tmdc! 12 yews of

Ke4p0uk0fraati0 fchU&eatln -

age W& dkectmdby a !Smtw
mm o! w@% gd medbd help u
w cmmal 8 R&+ Canhd Cenkr

W mt uae il yw uc mowkkhg avewripkm nmmmmho
mktme hhtMw (MAOI (cartaii dnqs [w dqmsdm,

@t away OukkmedlCS
attaolim Is cdtk$ Im adtih aa

=====
—

-~= l??g
paychkbk m eroc4kmalcmdkims, u %khwm’e dbaaw), ce WI a$childh?nmm If w da nd =&
fw2w*a Mer_WM~ldm. ffymdomt WM notke arq *B w symtoms
yarreq~ drug cmdniis m MAOI, MI( a dodm w
phmlmdsl bd.e M&g thk @uct Dir6vt/ons 12 VS. 4 dtic i

~$gz%j g:

f*# below w If yc41ham o wOM dwasc
*two aoll.gels vdh water.
AIdal014 dmea may bc taken

. Bn@&ma . dbhetes . heti disease ~ dq, ea~ 4 hcura @ u
= -Q ~:

. gkcoma ohigh MM wamwe uac aS directed by a dmlm.

. emeske phkgm (mwm) . Ciwklc t!mmllnb Children mdef 12 FS: Ask a . e

. mrsidant w ckmk cough . Lwealhhgvtikms 14 Illwlr# k .- ---- . I .
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Drua Facts (czmtinued) I
Warnings

$

Far astcsrnal uee onfy

Aakadactor be40reuaeifyouhsve 9 heart &ease 9 tigh bid preesura m thyroid dBeaee 9 dabaten

m difficulty in urination due to emfsrgemmt of the proetste gland

Ask a doclor of pharmsaiat before use if you are preeentiy tsking a prescription drug for high bfood pressure or depraasion
I

WhOll Uting W* fwducl
*CJO not exceed ff?a recommended daiiy cfomge
-do not put into tha recnnn by using fingers of my meciwksl device or appfiitor

!

Stop use and mk a d-or if m Wading occure ■ condition womens or dose not improve within 7 days -’ i

,1 ‘;
,, ,, lv~ ~–w Fwm-flacclck Area

ffwqwstl or bwaH-Mw, ask a heaffh profemionsl before use.
,i

\ (UNVAiiNiSHED AREA)
K- out of r- of ohildran. H ewalowed. get medical hefp or contact a Poieon Control Center rght away

Dirsctiorrs
● *e applyii, rwmwe profecdva wvw from diimaing cap.
s attach dispensing cap to tube Lubricate dispmsing csp wd, than gendy insert diepan!aing cap part way in fha anus,
9 thoroughly dearw d~ting cap after esch me and re+larn prafacttva crower.
-adults arid cfMdren over 12 years of agw WIIwI precdcal, daense and gentty dry the affected area by patting or blotting with m

L

OVERFLOW TEXT
afPWXiS*dwisirm- before eixdyina ffel

~ WP& e~n~ ffJ ~ e- =SS IJP to 4-tiin98 cfdfy. esp=isfly at night in the morning or after esch bcwi mwement 1/

1~
,—

● .. , t
HELPSSHRINKSWELLINGOF

IRRITATEDHEMORRHOIOALTISSUES

GWES PROMPT TEMPORARY RELIEF
TIOM THE F’AINWL BURNING,lW+IING

ANO DISCOMFORT OFHEMORRHOIDS

!iETWT.913Z (26g)

lhg Fax$

Activs irtaredbtfs Purvoses
Gfyoerin lz~.. ,,..,.,.,, ., ,, . .,.,.,,.,,,,,., . . .. .. . . . .. .......pr&tant
FW0k3fIJW11 .9%. .. . . .. . . .. . . . . .. .. . . . .. . .. . . . . .. .. . . . .. . . .. . .. . . . . . . .. . . .. .. .. . . .. . .. . . . . . .. . . . .. . .. . . . . . . . . . . .. .. . . .. . . . .. .. .. . .. . . . ..................................................................pr0t*t
Pk@@whm Hcfo.2s%.. . . . . .. . .. .. . .. . . . .. .. . . . .. . . .. .. . . . .. . . . . . .. . . . .. . .. . . . . .. . . . .. . . . .. . . . . . .. .. ..mum8Mm
Mi*Wd13.~ . . . . .. . . . .. . . . . . . .. . . .. .. .. .. . . . . .. . . . .. .. . .. . . . .. . . .. . .. .. . . . . . . . . . .. . ... . .. . . . .. . . .. . . .. .. . . . . . . .. . .. . .. . . . . .. . . . .. . . . ......................................................pr0_t

b- iwmporsfity tiks hamorrhtidsl tie
■ lampordy refiwea itching, burning snd demmfwl

Drug Fscts (continued)
● aodv extwnsffv w in the fowaf mrticw of the snal card onty

m o~l&n under-l 2 ye.are of aga; ask a doctor

httmtivs ingredients BHA, *xym@hy&4fufo8e sadimm c=tyf ah
Isr@m, methylpamben, propyfene gaflate, FJOP&TO gfycd, propyfpsrb
SfcOhal, fwopheml, xanhn gum, water

—l+n81hmm Mu3mm NJ07940 M9dahlJ.SA Z8S7.I -
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Tkportioncan be removedl@ Recipient3 records

3-6-99 ., .Fd&Tracking Number
tfli?87227cla5s

r’s
il. Willlam tloller, Fh,T). Phone ~~~ @~~-”~~&U
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D@uoori3ubnmmm
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Yourlntemal Billing Reference Lab(~l Coordinators
To
~a;~enfs Dockets Mamafjem~ntBranch phone SOl 827-6$60

*ddre,a56XlFimlmrs b. Tim, 1C161
W,cmmtiddiwrtoPO boxmsorP1331Pc,dm D@/FImr,s,m/lfmm

To“HOLW,! F,dEx 1,, ation,
--.——

Pnm F,dEx add,,,, h,,,

~W Rockvilhr State m ~lp 20S52

6 Soecial Handlina.
$elwday Delim~ Sunday Delivery HOLO Weekday HOLO Saturday

~,$~$kfnrnrdEK’nmnm ❑ AvailablefnrFedExF’nhrny •j~~j,~L&ation CatFedExLocation
Owmi$tm s, I,cIZIP mdw

m,,l,claPmde,
4.,!! 8019f,, F,dEx Pmr~

Fed& Firs,Ovwnight Ovwn,eht a“d FedF, 2D,Y
.- ,,lml 1...,,””,

OLWS this shipmom contain dangerous Wodg?
,— One b.xmuslbecheckti, –,

m

‘ONo D~
,S#msm:ra,on u :I;,,rweclara,lon‘ ❑RM!km4_“01required
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Dangerous Goods cmmotbe shlppd in FedEKpackagh~ U Cargo Aircraft Only

7 payment BWtL:
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Tetal Packages TorelWeighl ‘-
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Tcdal Charges
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CredtC,d Ati—
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L—J

8 Release Signature s!~nroaflhonzedetiewwtio flob1a8n!nQ$;ooar(!ro,
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